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SMITH KLINE & FRENCH LABORATORIES RESUBMISSION
1500 Spring Garden Street, P.O. Box 7929, Phcladelphla Pennsylvania 19101 « 215-854-4000 cable SMITHKLINE PHILADELPHIAPA

NDA 83-900

telex 83-4487

NDA ORIG AMENDMENT.

February 19, 1976

'Benzedrine' Tablets

Division of Generic Drug Monmographs
Office of Drug Monographs
Bureau of Drugs HFD #530

Attention:
Department

Document Control Room 16-72
of Health, Education and Welfare

Food and Drug Administration . ' .
5600 Fishers Lane

Rockville,

Gentlemen:

.y

Maryland 20852

In response to Dr. Seife's communication dated October 29, 1975 in reference
to our NDA 83-900 for 'Benzedrine' (amphetamine sulfate) Tablets, information
is provided herewith to satisfy the following:

a)

b)

Adequate information concerning the methods used in the
synthesis, extraction, isolation or purification of the
amphetamine base and its final conversion to the sulfate

A Drug Master File describing the methods, facilities and
controls used for our production of Amphetamine Sul fate
has been submitted to the FDA. We will notify your
Divigion upom receipt of notice of assignment of a Master
File Number to that information.

Include a fully completed set of production work records and
related quality control reports from an actual production
gsize run of this product

Attachment A contains copies of production records and
analytical laboratory data for a typical ptoduction batch’
of 'Benzedrine' Tablets.
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'Benzedrine' Tablets -2- February 19, 1976

c) The;prinied backagg insert and all container labels in use
with this product

Attachment B-contailns twelve (12) coples of the Prescribing
- Information and Immediate Container Labels currently used
for the two dosage strengths of this product.

In addition, to make them current, the revisions indicated below have been
made in the Controls Sections of our New Drug Application as originally
submitted August 6, 1971 and as updated July 5, 1972, April 6, 1973 and
October 15, 1975.

Section 6 - Page 1l j§_ Updated to reflect the use ‘
of rather
Section 8 - Page 5 than Water
Section 8 -~ Page 6, 6a Updated to reflect the current
. use of
bottles for packaging
Section 8 - Page 10 Updated to reflect the use of a

5 year explration date.

Sincerely,

Tg ‘\' . C}G/M

J. F. Cassin

Manager, Regulatory Affairs

Att.
kb

X2
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“Smith Kline & French Laboratories
Attention: J. P. Cassin
1500 Spring Garden Street
Philadelphia, PA 19101

Gentlemon:

Reference is made to your abbreviated new drug application submitted
pursuant to Section 505(b) of the Federal Food, Drug, sand Cosmetic
Act for Benzedrine (Amphetamine Sulfate) Tablets, 5 mg. and 10 ng.

Reference is also made to your commmications dated February 22,
September 17, QOctober 15, 1973, July 26, December 10, 1974, and
October 15, 1975.

The application is inadaquate under section 505(b)(4) of the Act
in that it fails to contain the following information required in
an application:

Adequate information concerning the methoda used in tha synthesis,
extraction, 4solation or puriffcation of the amphetamine base and
its final conversion to the sulfate.

Adequate information concerning the methods used in, and the facilities
and controls used for the manufacturing, processing, packdéng and holding
of the drug dosage form. In this regard include a fully completad sat
of production work records and related quality control reports from

an actual production size run of this product. ]

Submit the printad package insert and all container labele in use
with this product. '

Pleage let us have your response promptly.

cc: . ingergly syours,

'75 Offlee of Drug Monographs
Bureau of Drugs

\>A
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December 10, 1974

NDAX7~6A
3072~ $3-400

Special new-drug application
supplement--changes being effected

Office of Scientific Evaluation

Bureau of Drugs

Department of Health, Education and welfare

Food and Drug Administration ~ -
Parklawn Building, 5600 Fishers Lane

Rockville, Maryland 20852

.

Gentlemen:

In accordance with 314.8(d) and (e), I am enclosing 12 final printed copies
each of the immediate container labels for 'Benzedrine' (brand of amphetamine
sulfate) Spansule Capsules, 15 mg. (50s, placed in use in August, 1974),

5 mg. Tablets (100s, placed in use in September, 1974) and 10 mg. Tablets
(100s, placed in use in October, 1974), revised to change '"from this bulk
package' to ''this product' in the safety closure statement.

Sincerely: yours,

= PR
(\S/\ O N *‘f. T st

RLD/awd

Enclosures




NDAORIG AMENDMENT %

Sobert L Dean. vice President, Reguiatory and G carnment Attines-12 S 215-854-5:104
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July 26, 1974
NDA 17-071

1F=0F2— 83 g0 @

Barrett Scoville, M.D., Director

Division of Neuropharmacological Drug Products
Office of Scientific Evaluation

Bureau of Drugs, DHEW

Food and Drug Administration

Parklawn Building - 5600 Fishers Lane
Rockville, Maryland 20852

‘Dear Doc¢ctor Scoville:

In accordance with the requests in your letter of April 30, 1974, I am :
submitting twelve final printed copies -of prescribing information for
'Benzedrine' (brand of amphetamine sulfate) Spansule Capsules and Tablets
revised to conform with the January 29, 1973 draft guideline labeling for
single-entity amphetamine products (BZ:L17).

As requested, this labeling also includes, under ACTIONS, FDA's suggested

statement regarding 'Benzedrine' Spansule capsules, and the following addi-
tional information:

1) Under "WARNINGS - Usage in Children," we have stated that amphetamires
are not recommended in minimal brain dysfunction in children under three
years of age.

2) Under "DOSAGE AND ADMINISTRATION - Narcolepsy,' we have included spe-ific
dosage recommendations for pediatric and adult patients and suggested
dosage increments and times of administration.

3) Under "DOSAGE AND ADMINISTRATION - Minimal Brainu Dysfunction in Chi} "
we have retained from our current labeling the paragraph stating th=z
symptoms have been controlled it may be possible to reduce dosage or
interrupt therapy during summer months, since this 'Mfw FLOTRmis useful
to physicians. We have also included recommendatid¥ bt} £
administration of tablet and 'Spansule' capsule ¢As

dren,
£ cnce

i

4) Similarly, under "DOSAGE AND ADMINISTRATION — E .Qeq esity," "~w A
have adapted the guldeline dosage recommendatioB®) to~ theoz ule!
capsules, included suggested times of administr on, and’ repe ;:
warning that ‘'Benzedrine' is not recommended formﬁhe treatment’ oF

E'\l"/\n f'\"\

in chllg§nn under 12 years of age.

e e
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Barrett Scoville, M.D.
July 26, 1974
Page 2
S) Under “OVERDOSAGE - Treatment,” we have retained from our current
labeling the paragraph dealing with overdesage of 'Spansule' capsules.

This labeling will be put into use next month.
+In addition, as requested in your letter, I am enclosing twelve copies of
the immediate container label for 15 mg. 'Benzedrine' Spansule capsules
(50's). This label was placed in use in August, 1973, and submitted to
FDA on October 15, 1973.

We noticed in the Federal Register of June 19, 1974, that the notice,
"Drugs for Human Use — Drug Efficacy Study Implementation Certain Single
‘Entity Oral Anoretic Drugs in Conventional or Controlled Release Dosage
Forms" (39:26459), does not appear to require an initial box warning in
the package insert, whereas the Guideline Labeling for Single-Entity
Amphetamine Products, which we have followed in revising 'Benzedrine
labeling, does~require a box warning. Is this box warning something we
might omit in the next printing?

Sincerely yours, :

RLD:jh

Enclosures

mikh o
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RobertL. Dean, Vice President. Regulatary and Go'v?rnment Affairs-U.S.
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NE e e 027
SMITH KLINE & FRENCH LABORATORIES #

1500 Spring Garden Street.Philadelphia, Pa. 19101+ 215 LOcust 4-2400

N

October 15, 1973
NDA -17-071

‘—1—7-6?2—@-

"Special new drug application
supplement--changes being effected"

Office of Scientific Evaluation

Bureau of Drugs

Department of Health, Education and Welfare
Food and Drug Administration

5600 Fishers Lane, Parklawn Building
Rockville, Maryland 20852

Gentlemen:

In accordance with 130.9 (d) and (e), I am enclosing for your files 12 final printed
copies each of the labels and labeling for 'Benzedrine' (brand of amphetamine sulfate):

1) revised prescribing information (BZ:L16) and immediate container label for 1§ mg.
Tablets (100s) to include the new corporate name, "Division of SmithKline
Corporation,' placed in use in September, 1973.

2) revised immediate container label for 15 mg. 'Spansule' Capsules (50s) to
include the new corporate name and a change in the storage statement from
"Keep in a cool, dry place' to '"Store at controlled room temperature' to
conform to standard compendial terminology. This was placed in use in

August, 1973.
As stated in our letter of August 6, 1971, these submissions are made without
prejudice to our position that 'Benzedrine' Spansule Capsules and Tablets are not
"new drugs' as that term is defined in Section 201(p) of the Federal Food, Drug

and Cosmetic Act and is covered by the grandfather clause enacted in Section 107
(c)(4) of the Drug Amendments of 1962.

Sincerely yoﬁrs,
'/E;”{H&”pA//<L e,

RLD/awd ¥

Enclosures

Dwision of s -
Smuthi¢hne “

CCRPORATION
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Robert L. Dean, Vice President, Regulatory and Government Affairs-U.S. FPU

>MITH KLINE & FRENCH LABORATORIES

1500 Spring Garden Street. Philadelphia. Pa. 19101« 215 LOcust 4-2400

- September 17, 1973

ANDA B3-F00
NDATF=072~

"Special new-drug application
supplement--changes being effected"

Office of Scientific Evaluation
Bureau of Drugs

Department of Health, Education and Welfare -
Food and Drug Administration .
Parklawn Building, 5600 Fishers Lane
Rockville, Maryland 20852

Gentlemen:

In accordance with 130.9 (d) and (e), I am enclosing for your files
12 final printed copies of a slightly revised immediate container
label, placed in use in July, 1973, for 'Benzedrine' (brand of
amphetamine sulfate) Tablets, 5 mg. (100s). The only change is

the addition of the new corporate name -- Division of SmithKline
Corporation.

As stated in our letter of August 6, 1971, these submissions are made
without prejudice to our position that 'Benzedrine' Spansule Capsules
and Tablets are now ''new drugs' as that term is defined in Section
201(p) of the Federal Food, Drug and Cosmetic Act and is covered by
the grandfather clause enacted in Section 107(c)(4) of the Drug
Amendments of 1962.

Sincerely yours,

RLD/awd

Enclosures

Division of

Smithl<hne

CORPORATION




Actling Dlrector N - June l8,'l973
Cfflce of Scien?lflc Evaluation

Thru: Dlrecter.
. . Dlvislon of Acflons Implementation, DESH

Acting Director
Diviston of Neuropharmacological Crug Products

Proposatl to Transfer Singls En*lfy Amphetamine and Dextroamphltamine
NDAs to DESI: ACTICH MEFORAND

FACTS

~

fe are recommending the transferring of some 27 slngle entlty amphetamine
and dextroamphetamine HUAs (List attached) to the Olvision of Actions
irplerentation, DESI, since the 2/12/73 Federal Peglster Announcement
(attached) now requires AliDAs for these products. All of these NUDAs

have been resubmitted since 2/12/73.

It would appear that for consistency of pollcy DESI should handle all
of these products togsther. DES! now has pending 10-12 of these type
products submitted since, 2/12/73, some of which have been submitted

by flrms that also have different dosage forms now panding In DNDP.

Ve have talked with Jack teyer and he 1s agreeable to such a transfer.
The epplicants would have to be notified and a new ANDA number asslgned
to each.

Barrett Scovllle, M.D.

Concur Henconcur Date
Prepared By: BD-120, BYERS , 6/18/73,X33810
cc: A.6YER

BD-100 BD-120 BD-69/Dr.Sel fe FT/cld/G/l8/73;&8ﬁ:720/§r.
BO-100/0r.Leong CA-228

B0-120/Dr.Scoville

.
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Robert L. Dean, Vice Piesident, Requlatory und Govesoment Altabis -0 S, P!l:}lun.n_::(:ull( als FPU
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SVITH KLINE & FRENCH LABORATORIES

1500 Spring Garden Street, Philadelphia, Pa. 19101+« 215 LOcust 4-2400 R /é

L

NDA 17=0 1- - February 22, 1973

- (7-072>

"Special new-drug application
supplement--changes being effected"

Office of Scientific Evaluation

Bureau of Drugs

Food and Drug Administration

Department of Health, Education and Welfare
Parklawn Building - 5600 Fishers Lane
Rockville, Maryland 20852

Gentlemen:

In accordance with 130.9 (d) and (e) and with the Federal Register notice -
of April 27, 1972, for "Child Protection Packaging Standards for Prepara- .
tions Subject to the Comprehensive Drug Abuse Prevention and Control Act
of 1970," I am enclosing for your files 12 final printed copies each of T
slightly revised immediate container labels for 'Benzedrine' (brand of
amphetamine sulfate) Spansule Capsules, 15 mg. (50s) and Tablets, S mg.
" and 10 mg. (100s). The only change is the addition of the following
safety closure statement:

"Important: Use safety closures when dispensing from this bulk
package unless otherwise directed by physician or requested by
purchaser."

This labeling was placed in use 1) fqQr 'Spansules' in January, 1973, and
2) for Tablets in February, 1973.

As stated in our letter of August 6, 1971, these submissions are made
without prejudice to our position that 'Benzedrine’ Spansule Capsules

and Tablets are not "new drugs" as that term is defined in Section 201(p)
of the Federal Food, Drug and Cosmetic Act and is covered by the grand-
father clause enacted in Section 107 (c)(4) of the Drug Amendments of 1962.

Sincerely yours,

RLD:db

Enclosures

,;
L Eap O

“"-m:-...-o”

soaw

)

@.




Ke v W /F Sl4
&

Robert L. Dean, Vice President. Regulatory and Government Affairs -U.S. Pharmaceuticals ¢ J JH

SMITH KLINE & FRENCH LABORATORIES

1500 Spring Garden Street, Philadelphia. Pa. 19101+ 215 Ocust 4-2400
April 6, 1973

NDA 17-072 t

Elmer A. Gardner, M.D., Director

Division of Neuropharmacological Drug Surveillance
Office of Scientific Evaluation

Bureau of Drugs

Department of Health, Education and Welfare

Food and Drug Administration

Parklawn Building - 5600 Fishers Lane

Rockville, Maryland 20852

Dear Doctor Gardner:

In response to your letter of Pebruary 9, 1973, requesting revised label-

ing and additional information on 'Benzedrine' (brand of amphetamine sul-

fate) Tablets, we are submitting the following: .
Enclosure 1: Draft labeling for 'Benzedrine' Spansule Capsules and
Tablets that conforms with the guideline labeling for single—entity
amphetamine products.

The DOSAGE AND ADMINISTRATION section has been expanded slightly to
include information (e.g., on initial therapy, dose titration, dis-
continuation of medication) that would be useful to physicians or

to make this section relevant for 'Spansule' capsules. Similarly,
under OVERDOSAGE-TREATMENT, we have added information pertinent

for 'Spansule' capsules and also the following sentence after the
statement on phentolamine: "However, a gradual drop in blood pressure
will usually result when sufficient sedation has been achieved."

Enclosure 2: Memo from A. E. DeWald providing the following infor-
mation: specification of the used in the final dosage form;
clarification of the averaging of three ultraviolet scans in the
final dosage form assay; a commitment to continue stability studies
on the final dosage form packaged in bottles.

As stated in our letter of August 6, 1971, this submisgdeii IS with-
out prejudice to our position that 'Benzedrine' Tab ”§§£%3h0t3§ "New
drug" as that term is defined in Section 201(p) ofs§fs Federal Fooqdey™

claus nac 1Y
or reueggnetB\
€}

RLD: jh

Enclosures . K:éé:>




NDA 17-072
AF 14-385 - -

Smith, Kline and French Laboratories
Attention: Robert L. Dean

1500 Spring Garden Street
Philadeiphia, Pennsylvanfa 19108

Gentlemen:'

Reference {s made to your new drug applicattion dated August 6, 1971

submi tted pursuant to section 505(b) of the Federal Food, Drug , and
- Cosmetfc Act for the preparation Benzedrine (amphetamine sulfate)
Tablets. '

We also acknowledge receipt of your additional communications _
. dated November 15, 1971, April 6, 1972, Hay 5, 1972, July 7, 1972 .
and October 11, 1972. :

We have completed our review of this application. However, before we
are able to reach a conclusion the following addftfonal information is
necessary:

cC:

- FEB 91973

.t

Revised labeling to conform t¢ the enclosed draft copy.

Specify the talc used in the final dosage form. The
designation “Canadian 'AA-1' or equivalent” is too general.
In addition, it is recormended Rhat the  be tested for
presence of asbestos either by you or your supplier.

Clarify the averaging of three ultraviolet scans in the
final dosage form assay.

A commitment to continue the stability studies on the
final dosage form packaged in bottles.

Please submit the above information within 60 days of the date of
this letter. :

Sincerely yours,

Elmer A. Gardner, M.D.

Director

Division of Neuropharmacological
Brug Products

Office of Scientific Evaluation
Bureau of Drugs
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SMITH KLINE & FRENCH LABORATORIES EEPE

1500 Spring Garden Street. Philad«:Iphia, 3. 19101 = 215 LOcust 4-2400

"

- October 11, 1972

-

NDA 17-071
17-072

"Special new-drug application

" supplement—chances being effected"

Office of Scientific Evaluation

Bureau of Drugs

Department o Health, Education and Welfare
Food and Drug Administration

Parklawn Building, 5600 Fishers Lane
Rockville, Maryland 20852

Gentlemen: ' . -

In accordance with 130.9 (d) and (e), I am enclosing for your files 12 final
printed copies of a slightly revised prescribing information for 'Benzedrine
(brand of amphetamine sulfate) Spansule Capsules and Tablets. On page 2,
paragraph 2 under WARNINGS has been revised to clarify the section concerning
the operation of vehicles or machinery.

I am also enclosing 12 final printed coples of a élightly revised immediate
container laocel for 'Benzedrine' Spansule Capsules, 15 mg. (50s). The
'Spansule' description has been changed to "...so0 prepared that an initial
dose is released promptly and the remaining medication is released gradually
over a prolonged period" to conform to the prescribing information submitted
to FDA 5/5/72.

The above labeling was placed in use in August, 1972.

As stated in our letter of August 6, 1971, these submissions ére made without
prejudice to our position that the 'Benzedrine' Tablets and Spansule Capsules

ya101’ﬁ‘ﬂrﬁV’ﬂ
RLD:db

Enclosures

NCOTH CAcry TS
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. Wt L. Dean, Vice President, Regulatory and Government Affairs-U.S. Pharmaceuticals W/}/,ﬂ
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SMITH KLINE & ERENCH LABORATORIES

1500 Spring Garden Street, Philadelphia. Pa. 19101 » 215 LOcust 4-2400

July 7, 1972
NDA 17-072

Office of Scientific Evaluation

Bureau of Drugs

Food and Drug Administration

Department of Health, Education and Welfare
Parklawn Building, 5600 Fishers Lane ) :
Rockville, Md. 20852

‘> Gentlemen:

Attached hereto are minor modifications which have been made in the
facilities and controls sections of the information submitted on
'Benzedrine' Tablets dated August 6, 1971 to amend that information
so as to make it current, .

As stated in our letter of August 6, 1971, this submission is made
without prejudice to our position that 'Benzedrine' Tablets is not
a "new drug" as that term is defined in Section 201(p) of the
Federal Food, Drug & Cosmetic Act and is covered by the grandfather
clause enacted in Section 107(c)(L4) of the Drug Amendments of 1962.

Sincerely yours,

N Att.
D
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May 5, 1972 '

17-072 .+ Lo

= "Speclal new drug appllcatlon

supplement-—changes be1ng effected"

_Offlce of Sc1ent1f1c Evaluatlon

Bureau of Drugs

Department ‘of Health, Educatlon and Welfare
Food and Drug ‘Administration

Parklawn Building, 5600 Fishers Lane
Rockv111e. Maryland 20852 T

Gentlemen.

" In accordance w1th 130 9 (d) and. (e), I am enclosing for your f11es

twelve (12) final printed copies of a slightly revised prescribing
1nformat1on for 'Benzedrine' (brand of. amphetamine sulfate) Spansule .
Capsules and Tablets. .The only change is in the 'Spansule’ DESCRIPTION

on page 1: the phrase beginning ...so‘prepared that a therapeutic
p p

dose..." has been changed to "...so prepared that an initial dose is
released promptly and the remaining medication is released gradually
over a prolonged perjod" in order to improve product descrlptlon.
This labeling was placed in use in March, 1972,

- As ‘stated in our letten :of August 6, 1971, these’ subm1551ons are made
" without prejudice to our position: that the 'Benzedrine' Tablet and

' Enclosunész BZ:114

Spansule Capsules are not '"new drugs" as that term is defined in
Section 201(p) of the Federal Food, Drug and Cosmetic Act and is
covered by' the grandfather clause enacted in Section 107(c)(4) of
the Drug Amendments of 1962. , :

»

RLD/awd
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Rnohert L. Dean)\l'ee President, Regulatory and Government Affairs-U.S. Pharmaceulicals

SRIITH KLINE 6 FRENCH LABORATORIES Ohey

1500 Spring Garden Street. Philadelphia, Pa. 19101 « 215 LOcust 4-2400

April 6, 1972

NDA 17-072

Office of Scientific Evaluation

Bureau of Drugs

Food and Drug Administration

Department of Health, Education, and Welfare
Parklawn Building, 5600 Fishers Lane
Rockville, Md. 20852

Gentlemen:
As I promised in my letter of November 15, 1971, I am enclosing for your .
files twelve (12) final printed copies of the immediate container label for

. 'Benzedrine' (brand of amphetamine sulfate) Tablets, 10 mg. (100s). This
labeling was placed in use in March, 1972. '

As ‘stated in our letter of August 6, 1971, these submissions are made without
prejudice to our position that the 'Benzedrine' Tablet and Spansule Capsule
are not "new drugs" as that term is defined in Section 201(p) of the Federal
Food, Drug & Cosmetic Act and is covered by the grandfather clause enacted

in Section 107(c)(4) of the Drug Amendments of 1962.

Sincerely yours,

<:S{<°JlJ(i:kL r &S PPN

RLD:clr

Enclosures




‘-, Bureau. of Drugs

WUA UKIG AMENDMENTDIS  *

it L. Dean; Vice President, Reguliatory and ‘Go' ernmy

WTH #TRE & FRENCH LABORATORIEs'_"'.f_""’ R

) Spr.,., garden Street Phnladel hl' 'Pa 19101 r215 LOcust 4- 2400

:"t;;Néiémﬁéfxié§"l§7

Elmer’ A. Gardner M D., Dlrector Tl : :
D1v151on of Neuropharmacologic Drug Surveillance
Office of Marketed Drugs :

-Department. of. Health Education & Welfare e
++ Food and-Drug Admlnlstratlon .
" Parklawn Building - 5600 Fisher 8 Lane
~ Rockv1lle Maryland 20852 -

Dear Doctor Gardner’-

On August 6, l97l we submltted New Drug Applications‘fo

.and Spansule Capsules in: response to:the. Federal Registe

otice 35:12652  of..
’/August

1970. At:that time, we:. submitted xeroxed copie of ‘the" package
(prescrlbing information) and’ the: immédiate container: labels for.:the.5 mg.
~ Tablet (100%s); the 10.mg: ‘Tablet. (lOO's) and the 15 mg. 5 pansule Capsule ' (50!
For. your: flles, I am now submittlng 12 final printed coples .of. the prescribin
1nformat10n -and the immediate: container labels for: the 5:mg 'Tablet and lS'mg
pansule Capsule This labeling will: be ‘placed.-in use by December l 191
: Labels for the 10 mg. Tablet Wthh have not been: printed ret, w1ll be sent.r‘~
.. you ‘when avallable. ; . ' ,

“As stated 1n'our lc_,,_jpf August 6 these subm1531ons are made wlthout’prejndice
. to our. p031tion that the 'Bén eu_;-:” _ablet and " Spansule Capsule are .not 'n
‘drugs' 'as.that term is- defined in Section cor%emgf. the A Drugvand
Cosmetic Actiand is- covered. by the. grandfather clause ‘ T
(h) of the Drug Amendments of 1962.- e JowlE
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. sﬂ'ﬂ! Kiine and French Labontar!es

E"'.'A,.{;fjtiou: Rebert L. Dean

sarden Street
. PM_adelph Pannsylvau!a 1910‘!

'~'Gaaﬂemnr

. 049? racstpt of your new drug appncaﬁon submftte,é*'”' uantta o
s!emm 50 of the Federal Food, Drug and Cosmtfe Aet fa o“fol lowis

ugy Senzadrina Tablets
Rt A ,}ﬁﬂom August 6. 1971
ﬂm °f ths August s, ¥N

e ln viw of the nrga m@ar of apaﬁcatiom subaitted for various fomﬂatim
of amphetamines and related products, and in view of the unusual public. heawi
-aroblem ‘involved, we have. found 1t necessary to. devalop speelal critarda
and procedures for the review and evaluation of the safety and efficacy of
anorectic agents, including amphetamines, prior to takfng any .action on
individual-new drug applfcattons.

Because of the magnitude of this review and eva!uation and in accordanee uith
section 605(c) of the Federal Food, Orug and Cosmetic Act, we request an
ext:n:si::; of time ta August 3, 1972 for the comleﬂeﬂ of our mv(w of your:
application.

‘We regret the del&y in ackmleclging the. recaipt of your: wbmissfon. We o
will correspond-with you or after we have' had the wportmity to compl ete;;;;-;_&;.;

P T 3 PO 23 RV M Dy e
s e e A RTaR i !

TRV N ikt

our veview and evalvetfon.

Please Namixaw comeun{ catfons conceming this application with the NDA

nmr shown ,

Cees A Sinceraly yours,
'"f Elmer A, Gardner. H.D.
L ) A ﬁm ;

L2 Diviston of Reurophamm]ogical

i Drug Products
E . Office of Sefentific Evaluation
" Bureau of Drugs
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~
Robert L. Dean, Vice President, Requlatory and Government Affairs-U.S. Pharmaceuticals i D ,\JG AP(LXUATIOR 17~ —Oonan

SMITH KLINE'& FRENCH LABORATORIES

1500 Spring Carden Street. Philadelphia. Pa. 19101+ 215 LOcust 4-2400

- August 6, 1971
Elmer A. Gardner, M.D. .

Director

Division of Neuropharmacological Drug Products

Office of Scientific Evaluation, Bureau of Drugs

Department of Health, Education and Welfare

Food and Drug Administration

Parklawn Building

5600 Fishers Lane

Rockville, Maryland 20852

Dear Doctor Gardner:

This 'Benzedrine‘' Tablet NDA has been prepared in response to the Federal
Register Notice 35:12652 of August 8, 1970, which calls for new drug appli-
cations to be submitted for amphetamine drugs within one year.

We continue to believe that the 'Benzedrine’ tablet is got a 'mew drug" as .
that term is defined in Section 201(p) of the Federal Food, Drug & Cosmetic
Act and, moreover, is covered by the grandfather clause enacted in Section
107(c)(4) of the Drug Amendments of 1962. This submission is made without
prejudice to that position. Specifically, we do not concede the validity
of the August 8, 1970 notice as it purports to apply to this product, and
we regerve the right to urge in any appropriate proceeding that an approved
NDA is not required for the product's continued marketing.

-

-
L]

Since 'Benzedrine' (d,l amphetamine sulfate) was marketed in 1936, physicians ¥
have found it to be safe and effective in the treatment of narcolepsy, minimal
brain dysfunction in children, and as an adjunct in weight reduction therapy.

In the past several decades, hundreds of reports of animal studies, controlled
and uncontrolled clinical studies have appeared in the published literature, v
and 'Benzedrine', being the firsf{ available amphetamine, became the standard
against which other amphetamines and stimulants were compared. v

Because 'Benzedrine' has been available for so many years, this NDA is not
the usual summary of new data from an organized investigational program, but
rather, it is a summary of animal studies conducted by SKXF and by others,

availability studies have been included which compare the [h¥$od leVveis and
urinary excretion obtained with both dosage forms of 'Ben qﬂr1ne (Ta ‘B}ets
and 'Spansule' Sustained Release Capsules).

Sincerely yours,

Robert L. Dean

iRLD/ams




NDA 83-900/S-001

. Arn . 31970
Smith Kline & French Laboratories
Attention: J.F. Cassin
1500 Spring Garden Street
P.0. Box 79293
Philadelphia, PA 15101

Gentlemen:

We acknowledge receipt on March 31, 1576, of your communication of
Harch 31, 1976. This is regarded as a supplemental new drug applica-
tion submitted pursuant to Section 505(b) of the Federal Food, Drug, and
Cosmetic Act for Benzedrine (Amphetamine Sulfate) Tablets, 5 mg. and

10 mg.

The supplemental application provides for manufacturing revisions.

" We have completed the review of this supplemental application and it is
J// approved. QOur letter of February 26, 1976, detailed the conditions
: relating to the approval of this application. :

The material submitted is being retained in our file.

~

Sincerely yours, !
A oy |
7' IRy L .
e Ao,
Marvin Seife, M.D. [ T ’ cob
¥ Director
Division of Generic Drug Monographs
Office of Drug Monographs
Bureau of Drugs

\

)

[4

o
' e




SMITH IKLINE SFRENCH LABORATORIES
1500 Spring Garden St., P.O. Box 7929, Philadelphia, PA 19101 + 215-854-4000 cable SMITHKLINE PHILADELPHIZEA

= March 31, 1976
NDA 83-900 N i;oﬁs g% REF, NO. S/pe/
'Benzedrine’ . / i . P
Tablets el Gl i T,
Division of Generic Drug Monographs
Office of Drug Monographs
Bureau of Drugs HFD #530
Document Control Room #16-72
Food and Drug Administration -
5600 Fishers Lane , .
Rockville, Maryland 20852
Gentlemen:
In accordance with the commitment in our amendment dated February 19, 1976
to our New Drug Application #83-900 for 'Benzedrine' (amphetamine sul fate)
Tablets, ?age 1 of Section 8 of our Methods, Facilities and Controls used
for the product has been revised to reflect that the designation DMF
has been assigned to our Drug Master File describing the methods, facilities
and controls used for the production of the drug substance Amphetamine -
Sulfate (copy attached).

Sincerely,

T.F. Casd

J. F. Cassin

Manager, Regulatory Affairs
Att.
kb

Dwision of
SmithiKhne
CORPQORATION
/




| ((Mé 1
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MDA  33-900/5-002

Smith Kline & French Laboratories
Attention: J.F. Cassin

1500 Spring Garden Street

P.0. Box 7929

Philadelphia, PA 1910}

Gentlemen:

We acknowledge receipt on April 12, 1977, of your communfcation of
April 12, 1977. This 1s regarded as a supplemental new drug applic-
tion submitted pursuant to Section 505(b) of the Federal Food, Drug,
and Cosmetic Act for Amphetamine Sulfate Tahlets, 5 mg.

The supplemental application provides for revised container labels.

We have completed the review of this supplemental application and it

is approved. Our letter of February 26, 1976, detailed the conditions .
relating to the approval of this application.

The material submitted is being retained in our ffles.
S yours,
n
! n é, ﬁgn.
frector

Division of Generic Dru
O0ffice of Drug Monographs
Bureau of Drugs

Monographs

c/uviézfcc 3?&/7)




SK&F

(bg/é:

SMITH KLINE SFRENCH LABORATORIES

1500 Spring Garden St.. P.O. Box 7929, Philadelphia. PA 19101 * 215-854-4000 ‘ CaDle ST HLINE P D e

<NDA 83-900 April 12, 1977
'Benzedrine' Tablets

Division of Generic Drug Products ,
Office of Drug Monographs - S/l
Bureau of Drugs HFD #530 : AN /N
Attn: Document Control Room 16-72 NDA SUPPL EOR (X .aueetrdy A\ xistor .
Food and Drug Administration g d '

5600 Fishers Lane

Rockville, Maryland 20857 o .

Gentlemen: . ‘ FH)L

In accordance with 8 314.8 (a)(5)(ix), I am enclosing 12 final printed
copies of immediate container labels for 'Benzedrine' (brand of amphetamine-
sulfate) Tablets, 5 mg. (100's - Code AG) revised to add the word "Expires".,
No expiration date has been used previously for the 5 mg. strength of this
product. This label will be placed in use in May. :

NDA NO, J3-290 n7= +

Code AG also differs from prior labeling in that the NDC number has been
changed from alpha-numeric to all numeric to facilitate adaptation into
computerized drug programs.

Similar label changes were submitted for the 10 mg. strength product
October 15, 1975.

Stability data was incorporated in the Facilities and Controls Section 8,
pages 11 and 12, of our original submission dated August 6, 1971 and
later updated in our communication dated October 15, 1975 to substantiate
a 5 year expiration date for both strengths of this product.

Sincerely,

I F Cain

J. F. Cassin
Manager, Regul

att.

Duvision of

‘SmithKline

CORPORATION




NOH 82-5007/5-005

.

Smith Kiine & Frerch Laborstories

Attgntion: J.F. Lassin  ~

1500 spring Garcen Street

P.G. BoXx 7925

Philaceiphia, PA 191C1

GCentlemen:

fieference is mace to your supplement cated Uecember 20, 1978 regaroing
your abbreviatec new crug application submitted pursuant to Section

505(b) of the Feceral Foog, Drug, anc Lesmetic Act for Benzedrine
(Amphetamine Suifate) Teblets, 5 mg. and 10 mg. -

The supplemental applicetion provides for revisea package insert (BZ:L19)
cated November 13978,

We have completed the review of this supplemental application anc it is
approvec. Cur letter of February 26, 1976 cetailec the concitions
relating to the approval of this application.

The material submitted is being retaineo in our files.

A (((3/

Civision of Generic Drug Moncgraphs
Crfice of Druy Monographs
Bureau of Crugs

.




SIEF

a SmithlKhne company

|/

[ "/

SMITH KLINE GFRENCH LABORATORIES

1500 Spring Garden St.. P.O. Box 7929, Phitadelphia, PA 19101 + 215-854-4000

NDA 83-900
'Benzedrine' Tablets

Special new drug application
Supplement - changes being effected

Division of Generic Drug Monographs
Office of Drug Monographs

Bureau of Drugs, HFD #530

Document Control Room #16-72

Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20857

Gentlemen:

cable SMITHKLINE PHILADELPHIAPA
telex 83-4487

December 20, 1978

Docket No. 78N-0278

NDA NO.S2 ZeREF. NO. s /JCJ‘
Lo e

NDASUEPLFOR

.y

In accordance with 314.8 (d)(e), I have enclosed 12 final printed
copies of the package insert (BZ:L19) for 'Benzedrine' (brand of
amphetamine sulfate) revised to conform to the Federal Register

of October 24, 1978 ("Uniform Physician Labeling for Stimulant
Drugs for Children"). The previous insert (BZ:L18) was never used

in a production run.

This labeling will be placed in use early in February, 1979.

Sincerely yours,
[ 4
’Zh.g;.‘jh cﬁxzh_z__ ‘4£m_.

J.F. Cassin
Manager, Regulatory Affairs

=~

JFC/3h
Enclosures




— SILEF

a SmithiKhine company

_— >
SMITH KLINE SFRENCH LABORATORIES

February 6, 1979

NDA 83-900
Special new drug application MnA h“((” R’F NO.,fj/,C7C3S/
Supplement - changes being effected —

NDA SUPPL FOR £

Division of Generic Drug Monographs

Office of Drug Monographs

Bureau of Drugs, HFD #530 FPL
Document Control Room #16-72 4.
Food and Drug Administration . : .
5600 Fishers Lane
Rockville, Maryland 20857

.t

Gentlemen:

In accordance with 314.8 (d)(e), I have enclosed 12 final printed copies
of the immediate container label for 'Benzedrine' (brand of amphetamine sulfate)
Tablets, 10 mg. (100's) revised:

a) to add the word "Tablets" to the product name;

b) to reposition the NDC number on the right-hand
side of this single-panel label;

c) under USUAL DOSAGE, to change ''prescribing data"
to "prescribing information'.

This labeling is scheduled to be placed in use in March, 19791

Sincerely yours,

J.F. Cassin
Manager, Regulatory Affairs

JEC/s1h
Enclosures

telex 83-4487




- Philadelphis, Pemsylvania 19161

HAY 1] 1ogp

NDA 83-500/5-007

Smith, Klins and French Leboratories
Attention: J.F. Cassin

1500 Spring Garden Strest

P.0. Bax 7929

G&ntlmn

: Referenes is made to your supplement dated September 14, 1979, ri
your. ebbreviated new drug sapplication sutmitted pursuant to
505(b) of the Federsl Food, Drug, and Cosmetic Act for Bg
(Amphetamine Sylfate) Tablets, 5 mg. and 10 mg.

Alse referenced 1s your letter of February 11, 1982,

The supplemental application provides for updated compsnent, cmltim,. ‘
and methods/facilitias/contrals information. o

We have completed the review of this supplementsl application snd’ itll;,isf
approved. Our letter of February 26, 1976 detsilsd the ceadit_ms’t
ralating to the approvel of this application. ~

Please be advised thet an extension of expiration dete must be reqvesteéf- 8
as a supplementel spplication with supporting data.

Also, although approved, the infommetion in this. supplement (s-wn:f"
should again be updated to reflect the raw comandial references. (@;a
XKNE, XV). |

The matena.l suﬁaittad 1s being retained in eur files.

cc: PHI-DO

/MSeife Divismn of Generid Drug Monographs
2(77297)07fice of Drug Monegraphs

N Bureau of Drugs
%@sw?_
,’% o] gz
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a Smuthiline co
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SMITH KLINE SFRENCH LABORATORIES /'t

1500 Spring Garden St., P.O. Box 7929y Philadelphia, PA 19101 & 215-854-4000 cable SMITHKLINE PHILADELPHIAPA

telex 83-4487

September 14, 1979

NDA 83-900

Marvin Seife, M.D.

Director, Division of_Generic Drug Monographs
Food and Drug AdministTation

HFD #530; Document Room #16-72

5600 Fishers Lane NDA NO.MREF NO
Rockville, Maryland 20857 ) )

NDASUPPL For

Dear Doctor Seife:

.y

This supplement on 'Benzedrine' Tablets is submitted to provide updated Fo
information with respect to items 6 (components), 7 (composition) and "JHL<
8 (methods, facilities and controls).

Submission of this supplement at this time should not be construed to
waive or in any other manner affect our right to a hearing as provided

for in the FR notice. of July 17, 1979 (p. 41552-72) regarding the proposed
removal of the indication for short-term adjunctive treatment in obesity
from amphetamine products.

Sincerely yours,

TF Gaed

J.F. Cassin
Manager, Regulatory Affairs

JFC/s1h

Enclosures




— SK&EF

a Smithl{hine company

SMITH KLINE SFRENCH LABORATORIES

1500 Spring Garden St., P.O. Box 7929, Philadelphia, PA 19101 ¢ 215-854-4000 cable SMITHKLINE PHILADELPHIAPA
telex 83-4487

December 14, 1979

NDA 83-900

Special new drug application
Supplement - changes being effected

‘ ' NDA SUPPL FoR ‘-’/Q a0l ""@/952 —
| FDA, Bureau of Drugs ' ~“=
|

HFD #530; Document Control Room # 16-72
5600 Fishers Lane -
Rockville, Maryland 20857 ,-PL

Gentlemen: . :
In accordance with 314.8 (d)(e) and in response to the Federai Register notice

of August 25, 1978 ("Prescription Drug Dispensing Container Requirements'"), I
have enclosed 12 final printed copies of the immediate container label for:

'Benzedrine' (brand of amphetamine sulfate) Tablets, 5 mg. (100's)

revised to add

'""'Dispense in a tight, light-resistant container."

This labeling will be placed in use in January, 1980.

Sincerely yours,

It Cain
J.F. Cassing 4. ki '
: Manager;{Segulatorykaffairs
U

JFC/slh

Enclosures T
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3 SmuthKline company

<> SMITH KLINE 6FRENCH LABORATORIES
1500 Spring Garden St., P.O. Box 7929, Philadetphia, PA 19101 ¢ 215-854-4000 cable SMITHKLINE PHlLlAe?eElL:}HI‘;:Z;;

September 18, 1979

NDA 83-900/s-003, 5-004
'Benzedrine' Tablets

Division of Generic.Drug Monographs SUPPL NEW CORRES
Office of Drug Monographs

Bureau of Drugs HFD #530

Attn: Document Control Room 16-72

Food and Drug Administration

5600 Fishers Lane

Rockville, MD 20857

Gentlemen:

In accordance with our prior commitment, submitted herewith is
updated stabillity data.for a representative batch of 'Benzedrine'
Tablets reformulated as described in our sdpplemental application
S-003, S-004 dated September 11, 1978 as approved November 21, 1978.
Additional stability data will be submitted periodically as it
becomes available.

.y

Sincerely,

T F. Coanainm

J. F. Cassin
Manager, Regulatory Affairs

att.
jm




| | SKS&F

i} a SmithKhine company

V= V74
T3

- SMITH KLINE &FRENCH LABORATORIES

K 1500 Spring Garden St.; P.O. Box 7929, Philadeiphia, PA 19101 215-854-4000 . cable SMITHKLINE PHILADELPHIAPA

1elex 834487
- ’

August 11, 1980

NDA 83-900/S-003, S-004
'Benzedrine' Tablets

SUPPL New CO.’?RéQ' N

Division of Generic Drug Monographs
Office of Drug Monographs

Bureau of Drugs HFD #530

Attention: Document Control Room 16-72
Food and Drug Administration v
5600 Fishers Lane . :
Rockville, Maryland 20857

| Gentlemen:

In accordance with our prior commitment, submitted herewith is updated
stability data for a representative batch of 'Benzedrine' Tablets
reformulated as described in our supplemental application S-003, S~004
dated September 11, 1978 as approved November 21, 1978. Additional
stability data will be submitted periodically as 1t becomes available.

Sincerely,

. mn———
3. % Gaen,
J. F. Cassin

Director, Regulatory Reports
and Advertising Review

kmcs

. - /,"—-""
i Attachment C E\,\\

R




KGR 83-500/5-006;008, % 009

-sm.tb Kum. & Frehch Lsboratories
tion:  J.F. Cassin

lsmsa:mgcamszmt

P.0. Beox 7929

Phnmlmia PR’ 1?101

Rsferemeismto ycm suppim dsted Fm;y 6. 197? {
%05th) of the Federal Food, OTvgy em mmmmt 6
~(mtamsm Sulfate} Tdblets. 10 g 5

e also ackrmlm twaipt of your cmmtmaatec
ueeubex 14, 1979 ena Februsry Z9,. uwmmmmm

'me supplemental spplicatlien provides far revisad mamx 1abela
(100's) to incluge aispensing information.

we have completed the review of this mlemtal pplde
approved. Cur letter of February 26, 1576 cetailed the eond
relating to the approval ef this application. ‘

The material submitted is being retained in our files.




SKEF

a SethKhine company

SMITH KLINE §FRENCH LABORATORIES

1500 Spring Garden St., P.O. Box 7929, Philadelphia, PA 19101 ¢ 215-854-4000 cable SMITHKLINE PHILADELPHIAPA
telex 83-4487
- February 29, 1980
NDA 83-900

Special new drug application

Supplement - changes being effected Nmnof] ﬁ m ‘-7&?7
P 7

NOASUPPL FOR —7 iz e e

FDA, Bureau of Drugs
HFD #530; Document Control Room # 16-72
5600 Fishers Lane

Rockville, Maryland 20857 W

Gentlemen:

.y

In accordance with 314.8 (d)(e) and in response to the Federal Register notice
of August 25, 1978 ("Prescription Drug Dispensing Container Requirements'), I
have enclosed 12 final printed copies of the immediate container label for:

'Benzedrine' (brand of amphetamine sulfate) Tablets, 10 mg.

revised to add ''Dispense in a tight, light-resistant container."

This labeling willlbe placed in use in March, 1980.

Sincerely yours,

P Gadn iy

J.F. Cassin xf%;ﬁ‘ CkD‘
fanager, Regu¥gPory Affairs \\\

JFC/slh ) P,
/s i AN . 1:‘80

Enclosures




SKEF

a Smithithne company

SMITH KLINE SERENCH LABORATORIES

i i ia, PA 18101 * (215) 751-4000 cable SMITHKLINE PHILADELPHIAPA
1500 Spring Garden Street, P.O. Box 7929, Philadelphia, PA 19101 * (215) AL

February 11, 1982

SUPPL NEW CORRES

Marvin Seife, M.D.
Director, Division of Generic Drug Monographs

Food and Drug Administration - L
HFD #530; Document Room #16-72 i ,&/é"/é///

5600 Fishers Lane sy

Rockville, Maryland 20857 JA7 -

Dear Doctor Seife:

-

On September 14, 1979 we submitted a supplemental application for 'Benzedrine’
(amphetamine sulfate) Tablets to provide for updated information with respect

to items 6 (components), 7 (composition) and 8 (methods, facilities and controls).
To date no response has been received regarding this submission.

We would appreciate acknowledgement of receipt and/or any communication issued
pertaining to this document. If you never received it, we wish to refile the
document to complete our records.

Sincerely yours,

I.F Cooui
J.F. Cassin

Director, Regulatory Editing
and Advertising Review

JFC/s1h
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NDA  83-300/S-003
' 5-004"

Smith Kline & FrencH Laboratories
Attention: J.F. Cassin

1500 Spring Garden Street

P.0. Box 7929

Philadelphia, PA 19101

Gentlemen:
Referance 1s made to your supplements dated September 11, 1978, regarding
your abbreviated new drug application submitted pursuant to Section 505(b)
of the Federal Food, Orug, and Cosmetic Act for Amphetamine Sulfate Tablets,
5 mg. and 10 mg.
The supplemental applications provide for:
S-002 A revised formula
$-003 Manufacturing and control revisions attendant to the new formula.
We have completed the review of this supplemental application and it is
approved. Our letter of Febrasry 26, 1976, detafled thaz conditions relating
to the approval of this application.

The: material submitted is being retained as part of your application.

Director
Division of Generic Drub Monggraphs
O0ffice of Drug Monographs
Bureau of Drugs

bt

.

v H \

cc:
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* SMITH KLINE SFTRENCH LABORATORIES

1500 Spring Garden St., P.O. Box 7929, Philadelphia, PA 19101 « 215-854-4000 CaDle SMITHKLINE PHIL D

September 11, 1978

NDA 83-900 P B
'Benzedrine' Tablets NDANO/; AV Rer. wo, = oy
‘Division of Generic Drug Products NDA SUPPL FOR

+Office of Drug Monographs
Bureau of Drugs HFD #530 .
Attn: Document Control Room 16-72 3
Food and Drug Administration . 25_ dQ)Lf le .:1‘§’
5600 Fishers Lane

. y ! r ' c«ff{-—~«
Rockville, MD 20857 Copn i e
Gentlemen:

Our New Drug Application for 'Benzedrine' (amphetamine sulfate) Tablets
provides for the use of FD&C Red #2 as a coloring component of the -
product. As a result of the Federal Register notice dated February 10,
1976 (pages 5823-5825), which terminated the provisional listing of
FD&C Red #2 for use in food, drugs and cosmetics the colorant
composition was reformulated to_use D&C Red =~ and D&C Yellow in
place of FD&C Red #2 and FD&C Yellow T

.t

This supplement is submitted in accordance with the provisions of
8314.8(d) (3) and (e) to provide for this reformulation.

The change in colorant composition did not interfere with any assay
or other control procedures used in manufacturing the drug product,
Stability data obtained to date on a representative batch of the

10 mg. strength product is attached. Additional stability data will
be submitted as it becomes available. Appropriate action will be
taken on any marketed batches which may become subpotent.

Sincerely,

3 F. G

. T T
J. F. Cassin PR
- _ Manager, Regulatory Affairs

att,
jm
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I'DA  83-300
Smith Kline & French laboratories
Attention: ‘Paymond “Pagland, Jr., Ph.D.
1500 Spring Garden Street, P.0. Bax 7929
Philadelphia, PA 19101
Dear Sir: .
We acknowledge the receipt of your commmication dated August 1983 ‘
request withdrawal of approvel of your abbreviated new drug applicatim for
Benz (Amphetamine Sulfate) Tablets.

In compliance with your request and in accord vil:h sectian 314.150(c) of the
FederalFbod Drug, and Cosmetic Act, action will be taken to withdraw
of the application. Appropriate notice will be given by publication
intha?edetalkaghtcinmdvtthucti@SM 1s2.
This withdrawml will not prejudice amy future filing of the application. You
may request that the information in this application de considered in
comection with any resubmisaion.

-
L]

Director
Division of
Office of Drug Standards

Center for Drug Evalustion and Reseaxrch




300 Scor ng Gargen Street 25 304 "329 Prwaceicnia Pernsyivaria 19000

Smith KKhine &French Laboratories

: Regulatory Attairs
- . (215)751.3868

August 24, 1988

Benzedrine® (amphetamine sulfate) Tablets
NDA 83-900
(Vol. 12, p. 69)

WHTHDRAN

Marvin Seife, M.D., Director Zad A -
Division of Generic Drug Monographs '
Center for Drugs and Biologics (HFN-530)

Document Control Room 17B-45

5600 Fishers Lane

Rockville, Maryland 20857

Dear Dr. Seife:

Please refer to our Abbreviated New Drug Application for Benzedrine®
(amphetamine sulfate) Tablets ANDA 83-900. .

Smith Kline &French Laboratories discontinued marketing of Benzedrine® .
Tablets in September 1982; the expiration date for the last lot of product
manufactured was December 1987. In accordance 21 CFR §314.150(c) we are
hereby requesting withdrawal of ANDA 83-900.

Since the situation described above also applies to NDA 17-071 for
Benzedrine® Spansule Capsules, we are making a simultaneous request to the
Division of Neuropharmacological Drug Products for withdrawal of that NDA as
well,

Please call me at (215) 751-6545 if you have any questions about this matter.

- Sincerely.
REC ke Y

SRR Raymond Ragland, Jr., Ph.D.
Director
o Regulatory Affairs

RR/DS

0975c/10 SIK&F 069

cable SMITHKLINE PHILADELPHIAPA telex 83-4.487




